Management Provisions on Registration of Medical Devices

Chapter 1 General Provisons

Article 1 The Provisons is hereby enacted in accordance with the Regulation on

Article2

Article3

Article4

Supervision and Administration of Medical Devices, and with a view to
dandardize the regidration of medica devices (hereinafter referred to as
“MD”) and to guarantee the safety and effectiveness of MD.

All the MD to be sold and used in China shall be applied for registration in
accordance with the Provisons. The MD without such regigration may not
be sold and gpplied in China.

The gtate implements MD regigration by way of classfication.

The MD under class | produced by domestic enterprises shdl be examined by
the drug and MD adminidraions dfilidted to governments of municipd
level. A Regidration Certificate of MD product is to be issued to qudified

gpplicant upon gpprova.

The MD under class Il produced by domedtic enterprises shall be examined
by the drug and MD administrations &ffilisted to governments of provincia
levd. A Regigration Certificate of MD product is to be issued to qudified

gpplicant upon gpprova.

The MD produced by overseas enterprises shal be examined by the State
Pharmaceutical Adminidration. A Regidration Certificate of MD product is
to be issued to qudified gpplicant upon gpprovd.

The MD under class Il produced by domestic enterprises shall be examined
by the State Pharmaceuticd Adminigration. A Regidraion Certificae of
MD product is to be issued to quaified gpplicant upon approval.

The MD produced by domestic enterprises refers to the MD whose fina
production procedures are completed within China

The MD produced by overseas enterprises refers to the MD whose find
production procedures are completed outside China.

The MD produced in Tawan, Hong Kong and Macao applied to be sold and
used in Chinese manland shdl be examined by the State Pharmaceutical
Adminigration.

The Regidration Certificate of MD products shall be printed by the State
Pharmaceutical Adminigtration with a uniform standard.



V)

(I1)

For the MD under class | produced by domestic enterprises, the
applicant may directly gpply for regigtration of forma production. For
the MD under class Il and 1ll produced by domestic enterprises, the
goplicant dhdl firs gpply for regidration of tria production, with a
term of vdidity for two (2) years. Starting from the seventh month
after such regigration of trial production, rdevant gpplicants may apply
for regigration of formal production , with a term of vadidity for four
(4) years.

The regidration numbers are arranged as follows:

X1 Yaoguanxie (X2) Zi XXXX3 No. X4 XX5 XXXX6

Among which:

X1 refers to the abbreviation for the location of registration (country
name/provinces, autonomous regions and municipdities directly under
the central government, or provinces, autonomous regions + cities);

X2 refers to the mode of regidration (trial production or formal
production);

XXXX3 refersto the year of regidration;
X4 refersto the type of MD products;

XX5 refers to the expiration year of trid production (for trid
production) or the type code of MD products (for forma production);

XXXX6 refersto the regigtration serid number.

A Ratification Form on the Production of MD Products attached to the
Regigration Certificate isto be used together with the certificate.

The Registration Certificate granted to overseas gpplicants will have a
term of vdidity for four (4) years, and the regisration numbers are
arranged asfollows.

Guoyaoguan xie (Jin) XXXX1 No. X2 XX3 XXXX4

Among which:

XXXX1 refersto the year of regigtration

X2 refersto the type of MD products



XX3 refers to the type code of MD products
XXXX4 refersto the regidtration seria number

A Raification Form on the Production of MD Products attached to the
Regidration Certificate is to be used together with the certificate.

Chapter 2 Registration of MD Produced by Domestic Enterprises

Article5 For the MD under class | produced by domegtic enterprises, the goplicant
ghdl submit the following materials when gpplying for registration:

Article 6

()
Q)

an

Qudification certificate of the MD production enterprise;

Specifications of the MD product applied for regidtration and related
notes and explanations;

A sdf-test report on performance of the product;

(IV) A description of the existing resources, conditions and capacity of

(V)

quality management (including means of tet) for the production;
Ingtruction manua of the product; and

(V1) A datement of guarantee on the authenticity of the materids submitted.

For the MD under class Il and Ill produced by domestic enterprises, the
goplicant shdl submit the following materids when applying for regigtraion
of trid production:

()
()
N
(Iv)

(V)
(V1)

(vin)

(V1)
(IX)

Qudification certificate of the MD production enterprise;

A technica report of the product;

An andysison risks of the safety;

Specifications of the MD product applied for registration and related
notes and explanations;

A sdf-test report on performance of the product;

A test report on the MD with regidration of trial production issued
within one (1) year (haf a year for biological materids) by the MD
qudity testing inditutions certified by the State Pharmaceuticd
Adminidration;

Clinicd trid reports from more than two (2) dinicd trid bases.
These reports shdl be provided in the way ipulated by the
Provisions on Report Items of Clinical Trials for MD Registration
(see Appendix). The dinicd trids shdl be conducted in compliance
with the Provisions on Clinical Trialsfor MD Products,

Instruction manud of the product; and

A daement of guarantee on the authenticity of the materias
submitted.



Article 7 For the MD under class Il and 1l produced by domestic enterprises, the

Article8

goplicant shdl submit the following materids when applying for regisration
of forma production :

)] Qudification certificate of the MD production enterprise;

(1)  Copiesof the Regigration Certificate for trid production;

(1) Specifications for the MD product applied for regigtration;

(IV) A pefection report on improvements made during the trid
production;

(V)  Vdid cetificate for ingpection on the enterprise’ s quaity system;

(VD) A test report on the MD with regigtration of forma production issued
within one (1) year by the MD qudity testing inditutions certified by
the State Pharmaceutica Administration;

(V1) A qudity tracking report of the product; and

(VIII) A daement of guarantee on the authenticity of the materids
submitted

The gpplicat shdl agoply for a renewa of the regidration within gx
(6)months prior to the expiration of the Regidraion Certificate for forma
production.

For the MD under class I, the gpplicant shdl submit the following materids
when gpplying for renewd of the regigtration:

()  Qudification certificate of the MD production enterprise;

(1) Copiesof the origina Regidration Certificate for formal production;
(1) Specifications for the MD product applied for registration;

(V) A qudlity tracking report of the product; and

(V) A gatement of guarantee on the authenticity of the materials submitted.

For the MD under dlass Il and I, the gpplicant shal submit the following
materias when applying for renewa of the registration:

() Qudification certificate of the MD production enterprise;

(1)  Copiesof the origina Regidration Certificate for formd production;

(1) A test report on the MD with regigration of forma production issued
within one (1) year by the MD qudity testing inditutions certified by
the State Pharmaceutical Adminigration;

(V) Vdid certificate for ingpection on the enterprise’ s qudity system;

(V) Specifications for the MD product applied for registration and related
notes and explanations;

(VI) A qudlity tracking report of the product; and

(VI) A gtatement of guarantee on the authenticity of the materials submitted.



Article9

Article10

For the MD under dass Il and Ill, relevant enterprises shal passthe
examingions on its qudity system when gpplying for regigtration of forma
production .
Such examination on qudity sysem shal be conducted in accordance with
the Provisons on Examination for Quality System of MD Production
Enterprises.

After submitting the required documents for regidration of tria production,
the gpplicant may directly apply for regigration of forma production in the
following circumstances:

() The rdevat enterprise has been granted with Certificate of
GB/T19001+YY/T0287 or GB/T19002+YY/T0288 (Quality System,
Soecialized Requirements for the Application of MD) issued by the
cetification agencies on qudity sysem dedgnated by the State
Pharmaceuticdl  Adminigiration, and the MD product applied for
regidration fals into the same category with the MD product that has
been registered for forma production ; or

(I) The differences in dructure and function between the MD product
gpplied for regidration and the MD product of the same category that has
been regisgered will not have maerid impact on the safety and
effectiveness.

Chapter 3 Registration of MD Produced by Overseas Enterprises

Article11

For the MD produced by overseas enterprises, the applicant shall submit the
following materials when applying for regidtration:

0] Qudification certificate of the MD producer;

(I  Qudification certificate of the applicant;

(1) Cetificate issued by the country(region) of origin that approve or
permit such MD product to enter the market of that country (region);

(IV) Technicd <specifications of the MD product that applies for
regigration (i.e. the requirements on its safety and technica
performance) and corresponding means of test (two copies of such
technicd specifications shdl be provided if the MD product fals into
classlll);

(V)  Ingruction manud of the product;

(V) A test report on the MD issued within one (1) year by the MD quality
testing institutions certified by the State Pharmaceutical
Adminigration(applicable for the MD under class 1l and I11);

(V) Clinicd trid reports from more than two (2) clinica trid bases. These
reports shall be provided in the way dipulated by the Provisons on
Report Items of Clinical Trials for MD Registration (see Appendix).



Article 12

The dinicd trids gshdl be conducted in compliance with the
Provisions on Clinical Trialsfor MD Products;

(VIII) A daement of guarantee on qudity of the product issued by the
producer, who shal make a commitment in such a Satement that the
product to be registered and sold in China will have the same quality
asthe same product sold in the country (region) of origin.

(IX) A letter of authorization which designate after-sdes service agencies
in China, a letter of commitment and the business license of such
entrusted agencies,

(X) A daement of guarantee on the authenticity of the materias
submitted.

The above-mentioned documents shdl have thar Chinese version. The
documents mentioned in (1), (I1) and (Ill) of this Article may be submitted in
photocopies, but shdl be dgned and sealed by the origind issuing authorities
or notarized by loca notary offices. Other documents mentioned in this
Artide shdl be submitted in origind test with seds or dgnatures made by
legd representatives.

For the MD produced by overseas enterprises, the gpplicant shal apply for a
renewal of regidration within gx (6) months prior to the expiration of the
Regidration Certificate. The folowing maeids sl be submitted for such
renewa of regidtration:

0] Qudification certificate of the applicant;

(1)  Copiesof the origind Regigration Certification;

(1) Cetificate issued by the country(region) of origin that approves or
permits such MD product to enter the market of that country (region);

(IV) Technica gpecifications of the MD product that applies for
regidration (i.e. the requirements on its safety and technica
performance) and corresponding means of test (two copies of such
technica specifications shdl be provided if the MD product fals into
casslll);

(V)  Ingtruction manud of the product;

(V1) A test report on the MD issued within one (1) year by the MD quality
testing institutions certified by the State Pharmaceutical
Adminigtration(applicable for the MD under class 11 and I11);

(VII) A qudity tracking report of the product;

(V) A daement of guarantee on qudity of the product issued by the
producer, who shdl make a commitment in such a Saement that the
product to be registered and sold in China will have the same quality
asthe same product sold in the country (region) of origin.

(IX) A letter of authorization which designate after-sales service agencies
in Ching, a letter of commitment and the business license of such
entrusted agencies,



Article 13

Article 14

Article15

(X) A daement of guarantee on the authenticity of the materids
submitted.

An on-dite ingpection on the production quality system shall be conducted for
the regidration of the MD products under class Il produced by overseas
enterprises. Such on-site inspection shdl be made once for every four years
(as one cycle). The same type of MD products covered by the quality system
that has passed such on-gite ingpection will not need on-dte inspection for the
second time within the same cycle in its gpplication process for registration.

Chapter 4 Management of MD Registration

The drug and MD adminigrations éfilisted to governments of municipd
levd dhdl determine whether to approve the application for registration
within thirty (30) business day after receiving al the gpplication materids.

The drug and MD adminigraions effiliated to provincid governments shdl
determine whether to approve the application for regidration within Sixty
(60) business day after receiving al the gpplication materials.

The State Phameceuticd Adminigtrations shdl determine  whether  to
approve the application for regigration within ninety (90) business day after
recaeiving dl the gpplication maerids (the time spent on overseas on-site
ingpection on the qudity system is excluded).

Written explanations will be necessary in case of rejection.

Upon recelving al the application materids, the above-mentioned
regidration authorities shal issue a notice of acceptance and start counting
down according to the said time limit of ingpection.

Duing the ingpection period, if the gpplicant is required to submit
supplementary materids or daify on certan issues, the time spent on
wating for such supplementary materids or daifications will be excluded
from the counting down of the said time limit of ingpection.

Any MD tha can satisfy dl the following conditions may apply foran
exemption from ingpection:

() For domedic enterprises, the rdevant enterprise has been granted with
Certificate of GB/T19001+YY/T0287 or GB/T19002+YY/T0288
issued by the certificate agencies on qudity sysem designated by the
State Pharmaceuticadl Adminigration, and the MD product applied for
registration is covered by such certified system;



Article 16

Article 17

Article 18

Article 19

For overseas enterprises, the rdevant enterprise has been approved by
related regulatory authorities of the origind country on sdes of its
products, and has been certified by 1SO 9000 sysem (or equivaent
dandard system) within the term of vdidity of the sad agpprovd
document;

(I) The differences in sructure and function between the MD product
gpplied for regigtration and the MD product of the same category that has
been regisered will not have maerid impact on the safety and
effectiveness.

(111) The MD product applied for regigtration is non-implantable;

(V) The MD product gpplied for regidration is free from radiation;

(V) The MD product applied for regidration will not lead to serious
accidents (such as degth of user or operator) in case of mafunction.

The ingruction manuad of the product shall be separately examined and
approved in accordance with the Management Provisions on Instruction
Manuals, Labels and Packages of MD Products Once approved, such
ingruction manua may not be changed a will. To add new indications or
enlarge scope of agpplication on the registered MD, the applicant shall submit
anew gpplication for renewa of regidration.

The regidration categories of MD products shall be determined in accordance
with different technical structures and performance index.

For MD product registered in parts, the applicant shal asorecommend
supporting products, part or parts to be used together with the registered
part(s) and provide their specifications and type codes. For any complete unit
composed of parts that dl have been registered, the gpplicant shall apply for
registration of such complete unit separately.

For product registered in complete unit, the gpplicant shal make a list of key
supporting parts. If there is any change to the performance index of a certain
part, the goplicant shall apply for renewd of regidration.

For product that has been regigered in complete unit, its composing parts can
be sold with an exemption from regidration.

Alteration and re-gpplication of the Regidtration Certificate

() In the event that any enterprise need to change its name in the
Regidration Certificate due to renaming or merger, the enterprise shall
goply for dteration of Regidration Certificale by submitting an
gpplication report, its new busdness license and certificate issued by



Article 20

Article21

locd drug and MD adminidrations to rdevant authorities within thirty
(30) business days after such change;

(1)  Inthe event that a new product name is to be used for the same product,
rdevant enterprise shdl apply for dteration of Regidration Certificate
by submitting an gpplication report to rlevant authorities,

(111) In the event that the Regidration Certificate is lost or damaged, relevant
enterprise shdl re-apply for the same Regidration Certificate by
submitting an application report and a Satement to assume relevant
legd lidbilitiesto rdevant authorities;

(IV) In the evet that any enterprise, with its name and product unchanged,
needs to change its production site, the enterprise shall apply for a new
Regigration Cetificate in the origind forma. Vaid certificate on
qudified qudity sysem of the enterprise shdl be submitted for
regigtration.

For dteration of the Regigration Certificate, the origind serid number isdill
vdid and a “(Geng)” (meening “dtered”’) will be added to end of the original
serid number. The date of issuance for the renewed certificate shdl be the
date when such ateration is approved. The tem of vdidity shdl be
equivdent to the remaining term of the origind certificate and the expiration
date (date, month, and year) shdl be dealy defined and showed on the
renewed catificatee The origind cetificate shdl be revoked when the
renewed certified is issued.

For registered MD products that have stopped operation for more than two
(2), consecutive years, the Regidration Certificste shdl become invaid
automaticdly. Such enterprise shal apply for new regidtration in case of a
new garting of operation.

Article 22 Management provisons on regidration of trandferred MD products is to be

Article 23

dtipulated separately.

Medicd inditutions can research and develop MD for ther patients, but may
not put such MD into mass production during the stage of R&D. Such MD
products shal be used only in the same medica ingitutions that research and
develop it. Certificate on trid use of such MD product will be issued with a
term of vdidity for two (2) years. If such MD product is to be mass
produced upon the expiration of the sad certificate on triad use, relevant
entities shal apply for approva and regidration.

For such MD product under Class Il, the applicant shall submit application
for approva to the drug and MD adminidrations &ffiliated to governments of
provincid levd. The following materid shal be provided in the applicaion
process:

()  Qualification certificate of the medical ingtitution;



Article24

Article 25

Article 26

Article 27

(I Specifications of the MD product;

(1) A test report on the MD issued within one (1) year by the MD quality
testing institutions certified by the State Pharmaceutical
Adminigration;

(IV) A report ondclinicd trids,

(V)  Ingrument manua of the MD product;

(V) A daement made by the medicd inditution to assume any legd
ligbilities that may arise in relaion to the MD product;

(VIl) A daement of guarantee on the authenticity of the maerids
submitted.

The drug and MD adminigrations effiliated to governments of municipd
levd hdl report regidration detigics to the drug and MD adminigrations
dfiliated to governments of provincial level on a quarterly basis. The drug
and MD adminigrations dfilialed to governments of provincid leve shdl
report regisration satistics to the State Pharmaceutical Adminigiration on a
quarterly basis. The State Pharmaceuticd Adminigration shdl periodicaly
publish announcement on the regigtration of MD products.

Chapter 5 Penalties

In the event that any enterprise or individua violates the Provisonsand
provides fdse cetificates, documents and samples when goplying for
registration of MD, or atempt to obtain the Regidration Certificate of MD by
other means of decet, the origina regidsration authorities shal revoke the
Regdration Certificate of MD and dhdl not accept any application for
regisration from such enterprise or individud within two years. In addition,
adminigrations concerned shdl impose a fine in accordance with The
Regulation on Supervision and Administration of Medical Devices.

Enterprises that change the ingtruction manua and expand scope of
application and indicaions without approva shdl be deemed as enterprises
that produce MD products in the absence of Regidtration Certificate for MD
Production. According to Artide 35 under The Regulation on Supervision
and Administration of Medical Devices, the origind regidration authorities
shdl revoke the Regidration Certificate of MD.

In he event that any applicant disagree with the concluson of theingpection
on the MD product applied for regidration, reevant gpplicant may submit a
report to regidtration authorities concerned requiring re-examination.  The
origind seriadl number of the application accepted, name of the product and
producer, reasons for the demand of re-examination shdl be included in the
report and relevant documents and samples shal be provided.
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Article 28

Article29

Article30

Article31

The drug and MD adminidration affiliated to the governmentsabove
provincid level dhdl revoke the Regidration Certificate of the MD product if
the safety and effectiveness of such MD cannot be guaranteed. The MD with
the Regidration Certificate being revoked shdl not be produced, sold and
goplied to patients. The drug and MD adminigration effiligted to the
governments above county level shdl be responsible to treat any unqudified
MD that has been produced or imported.

In the event that the drug and MD adminidrations affiliated to the
governments below provincid level wrongly grant Regidraion Certificate
and breach the Provisons, the State Pharmaceuticd Administration shdl
order them to correct their mistakes within the specified time. If such
adminidrations fal to correct ther mistakes within the specified time, the
State Pharmaceuticd Adminigration can make a public announcement to
revoke the unlawful Regigtration Certificate of MD.

Chapter 6 Supplementary Provisons

The power of interpretation of the Provisors pertains to the State
Pharmaceuticd Adminigtration.

This Regulation is to become effective on 10 April 2000. The origind
Management Provisions on Registration of Medical Devices (Order N0.16 of
the State Pharmaceuticd Adminigtration) will become expired a the same
time,
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